ot Relevan

From: Schmid, Emily

Sent: Tuesday, March 8, 2022 3:21 PM

To: Steven Callen <steven.callen@bayer.com>

Cc: Meadows, Sarah <Meadows.Sarah@epa.gov>; BCSReg_Archive <esepamailbox@bayer.com>;
BCSReg_Archive <esepamailbox@bayer.com>

Subject: RE: XtendiMax Supplemental Labels

That’s great, thank you Steven!

From: Steven Callen <steven.callen@baver com>
Sent: Tuesday, March 8, 2022 3:19 PM
To: Schmid, Emily <Gohmnid bmilvi@epagos

Cc: Meadows, Sarah <Meadows. Sarah@epa gov>; BCSReg Archive <esepamaiibox@bavercoms;

BCSReg Archive <gsepamallboxi@hay
Subject: RE: XtendiMax Supplemental Labels

S Lg>

Hi Ermnily,

Sorry for the delay... ves, 've heard they are nearly finished. Should have them to yvou by COB today.

Thanks,
Steven

From: Schmid, Emily <Schimidl Emilv@eng noy>
Sent: Tuesday, March 8, 2022 2:18 PM
To: Steven Callen <sieven.callen@haver.com>

7

Cc: Meadows, Sarah <Meadows. Sarah@epa.cov>; BCSReg Archive <gsepamailbox@baver.com>
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

| wanted to check in on these since it’s getting to be close to COB. Are you going to be able to
submit them today?

Thank you,
Emily
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From: Schmid, Emily

Sent: Monday, March 7, 2022 4:59 PM

To: Steven Callen <steven.callen@hbaver.com>

Cc: Meadows, Sarah <Meadows. Sarah@epa.cov>; BCSReg Archive <gsepamailbox@baver.com>
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

Thanks for getting back to me. We should be able to work with the timing if you can get it to us by
COB tomorrow {though sooner would be better) and are ready for a quick turnaround Wednesday if
we have any additional edits. Does that sound doable?

Best regards,

Emily

From: Steven Callen <gfeven.callen@haver.com>

Sent: Monday, March 7, 2022 2:26 PM

To: Schmid, Emily <Gchmid bmilvi@eps goy>

Cc: Meadows, Sarah <Meadows.Sarah@epa.gov>; BCSReg Archive <gseparmaibox@baver.com>
Subject: RE: XtendiMax Supplemental Labels

Good afternoon, Emily,

Thanks for reaching back out about these. | took the guidance given to me on Friday and passed this
along to my label expert. She was out on Friday and is catching up on things she missed, but she tells
me she should be able to address these by end of day tomorrow. 'l do my best to work with her to
get these completed as soon as possible and sent your way.

Thanks,
Steven

From: Schmid, Emily <Schmid Ermilv@epa. sovs
Sent: Monday, March 7, 2022 1:15 PM

To: Steven Callen <sisven.callenibaver.com>
Cc: Meadows, Sarah <Meadows Sarah@lena.eov>
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

I just wanted to check in with you about the labels. | think we addressed your questions in the
meeting, but if you have any others, please don’t hesitate to reach out.

Can you give us an idea of when you might be able to send us the revised labels?

Thank you,
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Emily

VELCQIn>

From: Steven Callen <gieven
Sent: Thursday, March 3, 2022 6:29 PM

To: Schmid, Emily <Sghimid.bmilyvi@epa.goe

Cc: George Sabbagh <gegrge sabbaghi@baver.com>; Roe, Lindsay <Bgoe Lindsay@epa.goy
BCSReg_Archive <ssspamaithox@baver com> Meadows, Sarah <Mdeadows Sarahi@ena gov>,
Rosenblatt, Daniel <Bgsenbizit Dan@
Subject: RE: XtendiMax Supplemental Labels

soy>; BCSReg Archive <gsepamailbos @ haver coms

"

Thanks, Emily.

Perhaps we can discuss tomorrow, but | have two questions about the revised labeling. For the “264-
1210 state supp” file, the deletion of the MOA box and Al statement was not deleted like they were
on the MN and 1A ones. Was this intentional or should we delete those items like those others?

Second, in terms of the instruction o “Revise as an appendix fo the master label,” do vou have any
details on what that should look like or will the edits that were made on the labeling bring them

abels we

inline with this? Perhaps instead of places where we indicated they were supplemental

should instead write "Appendix [x]”7

Thanks,
Steven

From: Schmid, Emily <Schmid Emilv@epa sov>
Sent: Thursday, March 3, 2022 4:21 PM
To: Steven Callen <steven.callen®®baver.coms>

P

Cc: George Sabbagh <z;»={-3-:}t',s}s=3.satz=§z}as.}%s thaver.com>; Roe, Lindsay <RBoe, Lindsav@ana o>,
BCSReg_Archive <gs
Rosenblatt, Daniel <RBgser L
Subject: RE: XtendiMax Supplemental Labels

~com>; Meadows, Sarah <Meadows. Sarah@epa.goys

WHEDs Tny>

Hi Steven,

Yes, Eastern. Sorry, | should have mentioned that. It's fine for them to attend as well. | just sent an
invitation to you that you can forward to the others. Thank you for your flexibility to meet with us so
quickly.

Best regards,
Emily

From: Steven Callen <gieven.galle
Sent: Thursday, March 3, 2022 4:30 PM
To: Schmid, Emily <&ghimis

Emily@ena aov>
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Cc: George Sabbagh <george sabbs
BCSReg Archive <gsepamaliboxdl

shi@bayer.cor>; Roe, Lindsay <Roe Lindsayi@epa.govs,

srncoe, Meadows, Sarah <Bdesdows.saiahi@epa.goy;

Rosenblatt, Daniel <Rosenblatt.Dan@epa.gov>
Subject: Re: XtendiMax Supplemental Labels

Hi Emily,

Thanks for these. I'll take a look and pass to the Bayer team as well.

Is the time you gave Eastern? If so, that fits my schedule. Is the meeting limited to a few from each
registrant? | would imagine George may want to attend, as well as Tom Marvin and maybe one or

two others, depending on their schedules.

Thanks,
Steven

On Mar 3, 2022, at 3:15 PM, Schmid, Emily <Schimid Emilvi@ena.gov> wrote:

Hi Steven,
Thanks again for your patience and willingness to work quickly with us.

After talking about this internally, we have moved away from the new restrictions being
distributed as supplemental labels because it doesn’t seem to be appropriate in this
case. Usually, supplementals are used for changes that the Agency doesn’t feel
urgency for it to be integrated into the master label {for example a new use on

carrots). Since these restrictions need to be part of the labeling for the 2022 use
season, we are asking that they be appendices instead of supplemental labels.
Attached you’ll find PDFs with our comments. One noteworthy change would be that
we asking to change the requirement to check the website from 30 days before use to
7 days.

If possible, we would like to meet with all three registrants together to go over the
conditions of registration. If you are amenable to that, are you be available to meet
tomorrow {Friday) from 11:00-12:00 to discuss?

Best regards,

Emily

From: Steven Callen <steven callen@haver com>
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Sent: Tuesday, March 1, 2022 3:16 PM
To: Schmid, Emily <Gchmid EmilviBena.gow

Cc: George Sabbagh <genrge sabbaghi@haver.com>; Roe, Lindsay

<HRee.lindsavi@eps.zow>; BCSReg Archive <gssgamailbos@haver.com>, Meadows,

Sarah <Meadows Sarahi@ens gov> BCSReg Archive <ssepamailboxi@baver.coms>

Subject: RE: XtendiMax Supplemental Labels

19,

Hi Emily,

Thanks for keeping me posted on this and your anticipated timing. 'l do my best to
position our team to act as soon as possible on the label comments. We have also been
working on getting the website ready for these supplemental labels and that should be
ready to go after the labels are approved.

Al the best,
Steven

From: Schmid, Emily <Schimid Emilvi@ena gov>
Sent: Tuesday, March 1, 2022 2:09 PM

To: Steven Callen <steven.csllen@bsyercom>
Cc: George Sabbagh <george.sabb haveroom>; Roe, Lindsay

<Hee.lindsavi@eps zovw>; BCSReg Archive <gssgamailbos@haver com>, Meadows,

Sarah <Msadows Sarab@ens o
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

Thanks again for submitting the labels. We are still having some internal discussions
but hope to get label comments to you tomorrow. If you could be ready to turn them
around quickly, that would be really helpful. Additionally, we expect to be in touch to
discuss the terms of registration within the next couple of days. We really appreciate
your patience.

Best regards,

Emily

From: Steven Callen <sievan.callen@hover com>

Sent: Thursday, February 24, 2022 1:07 PM

To: Schmid, Emily <Schmid bmilv@epa sov> Meadows, Sarah

A TN Y ORI T
<Meadows Ssrah@ens sov>

Cc: George Sabbagh <genrge.sabbagh@haver.nem>; Roe, Lindsay
<HRee.lindsavi@eps.gzo>; BCSReg Archive <gsgpamal
BCSReg_Archive <gsepamailbox@@bayer.com>; BCSReg Archive
<gsepameaiibox@baver com> BCSReg Archive <gsepamailbon@baver.coms
Subject: RE: XtendiMax Supplemental Labels

Lo haver.com>,
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Hi Emily,

Good timing! The team just finished updating the ML and SL. | have attached them
here, along with the draft cover letter | am planning on submitting when these go
through CDX later today. Please note that Bayer is proposing for the ML and Sk slightly
different language for the reference to the additional restrictions and a change to the

timning reguirement for an applicator to view ESA Bulletins from Bulletins Livel Two.

Not Part of Administrative Record

Kind regards,

Steven

From: Schmid, Emily <Schmid Emiby@ens
Sent: Thursday, February 24, 2022 11.00 AM

To: Steven Callen <sisven.callen@hbaver.com>, Meadows, Sarah

o>

<Meadowasarah@epa.sov>

Cc: George Sabbagh <gegoree sabbaghdihaver com>; Roe, Lindsay

<Rpe lindsay@ens gov>; BCSReg Archive <gseparmailbon@baver com>,

BCSReg_Archive <esepamailbon@bayer corn>; BCSReg Archive

sthox@bayencom>
Subject: RE: XtendiMax Supplemental Labels

L@Lenar

Hi Steven,

Thanks for the update. Do you know when we can expect the labels today?

Best regards,
Emily

From: Steven Callen <sieven callen@hayer com>
Sent: Wednesday, February 23, 2022 6:17 PM
To: Schmid, Emily <Sghmid by @ens sov> Meadows, Sarah

<Meadows Ssrah@ens sov>

Cc: George Sabbagh <genrge.sablb
<Hee lindsay@epa gov>; BCSReg Archive <gsegamailbex@havarcom>;
BCSReg_Archive <gsepamailbox@@bayer.com>; BCSReg Archive

aghi®@haver com>; Roe, Lindsay

<gsepamziitbox@baver com>

Subject: RE: XtendiMax Supplemental Labels
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Not Part of Administrative Record

have already alerted the team regarding the need for the website, so t will be sure to
follow up with them on this. it is helpful to understand your timing so that | canlight a
fire under them to get to it!

Thanks!
Steven

From: Schmid, Emily <Schimid Emiivi@egs zovs
Sent: Wednesday, February 23, 2022 5:11 PM
To: Steven Callen <sieven.callen@baver.com>: Meadows, Sarah

<Meadows Sarahilens oov>
Cc: George Sabbagh <geg
<Bpe.bindsav@ena.gow>; BCSReg Archive <esepamailbox@bayercom>;

wnh@ hayer com>, Roe, Lindsay

BCSReg Archive <gsepamatibox@havercom>
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

Thank you for sending those and for giving us a heads up for the others. |
Not Part of Administrative Record

Not Part of Administrative Record BEENE Rl e i

Wednesday. In light of that, the website referenced on the labels will need to be up by

Wednesday, or sooner if possible.

If you have any questions or concerns, please feel free to reach out.

Thanks again,
Emily

From: Steven Callen <gieven callenihaver com>
Sent: Wednesday, February 23, 2022 4.58 PM
To: Meadows, Sarah <Mdeadows.Saah@epazoy>; Schmid, Emily

<Schmid Emiividena goy>

Cc: George Sabbagh <gegrze. sabbash@havercom>; Roe, Lindsay

<Roe.lindsav@epz.goy>; BCSReg Archive <gsey

samalbox@baver com>;

BCSReg_Archive <gsepamailbon@hbaver corm>
Subject: RE: XtendiMax Supplemental Labels
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HiSarah and Emily,

We have completed the updates for the two state supplemental labels for MN and 14,
and those are attached. We should have addressed all of the comments that were
made, but please let me know if you see any additional changes that are needed for
these two labels.

We are now finalizing the edits on the ML and the new supplemental, which should be
available 1o send to vou by tomorrow. Not Part of Administrative Record
Not Part of Administrative Record

Bl el /| (e of these labels will be submitted through CDX, but | will

also send courtesy copies to vou when they are ready.

Thanks,
Steven

From: Meadows, Sarah <Meadows sarah@ena. sov>
Sent: Wednesday, February 23, 2022 9:27 AM
To: Schmid, Emily <3¢

<sieven.calle

hinidEmilvi@ena ooy, Steven Callen

QBavercom>

Cc: George Sabbagh <gegrge sabbagh@hayer.com>; Roe, Lindsay
<Boe.lindsay@epa.gov>; BCSReg Archive <gsenamailbox@bavercom>
Subject: RE: XtendiMax Supplemental Labels

Hi, Steven. I'm just checking in on this. Can you give us an update on the revised
master and 3 supplemental labels we’re expecting from Bayer?

Thanks,

Sarah

From: Schmid, Emily <Schmidbmilv@ena gov>

Sent: Sunday, February 20, 2022 5:27 PM

To: Steven Callen <aisven.cs { LCQ>

Laver.oom>; Roe, Lindsay

Cc: George Sabbagh <genrge sabbag!
<Agelindsavi@epa gov>; Meadows, Sarah <Meadows.s

arah@epa.gov>,

BCSReg_Archive <ssepamailboxi@baver coms>
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

Sorry for the delayed response. | got behind on emails.

Yes, you can send the revised supplementals to me and Sarah via email.
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As for the expiration date, we have discussed it further and agree it would be best for

the dates to be the same.

Thank you,
Emily

From: Steven Callen <gieven.callenihavercom
Sent: Tuesday, February 15, 2022 2:32 PM
To: Schmid, Emily <3choid Emilvi@epa.soe

Cc: George Sabbagh <genrge.sal aver.oeny> Roe, Llndsay
<Boe Lindsay@epa gov>; I\/Ieadovvs Sarah <Meadows Sarmah@ena,

SOV>;

BCSReg_Archive <ssepamailboxi@baver coms>
Subject: RE: XtendiMax Supplemental Labels

Thanks, Emily! Nice to hear from vou.

This all looks straightforward to me. We should be able to make these changes, update
the master label and create an additional supplemental label, and get them to you by

the end of the week at the latest. Ul submit the master label and additional
supplemeantal through CDX as indicated, but shall | send the updated state

supplemental labels directly back to you?

There was a question about the expiration date. The states reviewed these labels prior
£o us submitting to EPA, and they had no issues with aligning the expiration date on

these with that of the XtendiMax label itself { can confirm again with the state

would propose keeping the expiration date as s,

Thanks,
Steven

From: Schmid, Emily <5chrnid Emilv@eps sovs
Sent: Tuesday, February 15,2022 11:25 AM

To: Steven Callen <sieven
Cc: George Sabbagh <george.sal

Vi haver com>

338

~.Goim>; Roe, Lindsay

<Boe.lindsay@ena.gov>; Meadows, Sarah <M vadc s.sarahi@ena.goy

Subject: XtendiMax Supplemental Labels

Hi Steven,

I hope you are doing well!

5, but we

We have reviewed the labels for Minnesota and lowa and have some comments (PDFs

attached).
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It has been decided that the best way to get this information out to the user is to have
each registrant set up a website that will hold supplemental labels and add a general
direction to the master label that says, “You must check [X website] for state specific
restrictions within 30 days of application of this product.” That way, if there are
changes to these supplemental labels, or if other states want to add supplemental
labels, the master label won’t need to be updated every time. Additionally, we’ll need
a supplemental label with this direction since some of the product is already in the
hands of the users and can’t be relabeled with this direction. You can submit both of
those as a fast track label amendment.

Most of the comments have to do with these needing to be supplemental labels rather
than bulletins, but if you have any questions about our comments or anything else,
please feel free to reach out.

Best regards,
Emily

Emily Schmid

Product Manager 25

Herbicide Branch

Registration Division, Office of Pesticide Programs
U.S. Environmental Protection Agency
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privilege. If you receive this message in error, please do not directly or indirectly use, print, copy, forward, or disclose
any part of this message. Please also delete this e-mail and all copies and notify the sender. Thank you.
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